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. ^TENT COOPERATION TRE^. . V 



From the INTERNATIONAL BUREAU 



PCX 

NOTIFICATION OF ELECTION 
(PCT Rule 61.2) 


To: 

Commissioner 

US Department of Commerce 
United States Patent and Trademark 
Office, PCT 

2011 South Clark Place Room 
CP2/5C24 

Arlington, VA 22202 
ETATS-UNIS D'AMERIQUE 

in its capacity as elected Office 


Date of mailing (day/month/year) 
25 June 2001 (25.06.01) 




International application No. 
PCT/USOO/15783 


Applicant's or agenf s file reference 
RUTC 99-0048 


International filing date (day/month/year) 
08 June 2000 (08.06.00) 


Prioritv date (day/month/year) 
08 June 1999 (08.06.99) 


Applicant 
LAM, Eric 



1. The designated Office is hereby notified of its election made: 

I X| in the demand filed with the International Preliminary Examining Authority on: 
05 January 2001 (05.01.01) 



I I in a notice effecting later election filed with the International Bureau on: 



2. The election | X| 

□ 



was not 



made before the expiration of 1 9 months from the priority date or, where Rule 32 applies, within the time limit under 
Rule 32.2(b). 



The international Bureau of WlPO 


Authorized officer 


34. chemin des Colombettes 


Antonia Muller 


1211 Geneva 20, Switzerland 




Facsimile No.: (41-22) 740.14.35 


Telephone No.: (41-22) 338.83.38 



Form PCT/IB/331 (July 1992) 



US00157B3 



Copy for the Elected Office (EO/US) 
PATENT COOPERATION TREA I Y 



PCT/USOO/15783 



From the INTERNATIONAL BUREAU 



PCI 

NOTIFICATION OF THE RECORDING 
OF A CHANGE 

(POT Rule 92bis.1 and 
Marninisiraiive insiruciions/ oeciion h^z.) 


To: 

LICATA, Jane, Massey 
Licata & Tyrrell P.C. 
66 E. Main Street 
Marlton NJ 08053 
ETATS-UNIS D'AMERIQUE 


Date of mailing (day/month/year) 
22 November 2001 (22.11.01) 


Applicant's or agent* s file reference 

RU-0167 


IMPORTANT NOTIFICATION 


International application No. 
PCT/USOO/15783 


International filing date (day/month/year) 
08 June 2000 (08.06.00) 



1. The following indications appeared on record concerning: 
I X| the applicant the inventor the agent | | 



the common representative 



Name and Address 

RUTGERS, THE STATE UNIVERSITY OF 

NEW JERSEY 

Old Queens 

Somerset Street 

New Brunswick, NJ 08903 

United States of America 


State of Nationality 
US 


State of Residence 
US 


Telephone No. 


Facsimile No. 


Teleprinter No. 


2. The International Bureau hereby notifies the applicant that the following change has been recorded concerning: 

[ 1 the person X the name j [ the address |^ j the nationality j" ^ j the residence 


Name and Address 

RUTGERS, THE STATE UNIVERSITY 

Old Queens 

Somerset Street 

New Brunswick, NJ 08903 

United States of America 


State of Nationality 
US 


State of Residence 
US 


Telephone No. 


Facsimile No. 


Teleprinter No. 



3. Further observations, if necessary: 



4. A copy of this notification has been sent to: 
j Xj the receiving Office 
I I the International Searching Authority 
I X[ the International Preliminary Examining Authority 



I I the designated Offices concerned 
I X[ the elected Offices concerned 
I I other: 





Authorized officer 


The International Bureau of WlPO 


34, chemin des Cotombettes 


Sinnin Baharlou 


1211 Geneva 20. Switzerland 




Facsimile No.: {4T-22) 740.14.35 


Telephone No.: (41-22) 338.83.38 


Form PCT/lB/306 (March 1994) 


004479302 



NT COOPERATION TREA 



From the 

INTERNATIONAL PRELIMINARY EXAMINING AUTHORm' 



To: JANE MASSEY LICATA 
LICATA & TYRRELL P.C. 
66 E MAIN STREET 
MARLTON, NEW JERSEY 080S3 



PCT 



NOTIFICATION OF TRAJSrSMTITAI. OF 
INTERNATIONAI. PBELIMINABY 
EXAmNATTION REPOKT 

(PCT Rule 71-1) 



Date of Mailing 
{day/ month /year) 



Applicant's or agent's file reference 
RUTC99-0048 • 


IMPORTANT NOTIFICATION 


International application No. 
PCT/USOO/1S78S 


International filing date (day/ month/year) 
OS JUNE 9000 


Priority Date (day/numth/year) 
NONE 


Applicant 

RUTGERS. THE STATE UNIVERS 


ITY OF NEW JERSEY 



L The applicant is faeTel)7 notified that Uiis Intel-national PidLminary Examining Authority transmits herewith 
the international preliminajry exanimatiou report and its annexes, if any, established on the international 

2. A copy of the report and its annexes, if any, is being ti-ansmitted to the International Bureau for 
commimication to all the elected Offices. 

a Where required by any of the elected Offices, Uie Intel-national Bureau will prepare an English translation of 
the report Qx\kt not of any annexes) and will transmit such translation to Uiose Offices. 

4. REMINDER 

The appUcant must enter tlie national phase before each elected Office by performing certain acts (filing 
translations and paying national fees) within 30 months from Uie priority date (or later in some OfficesXArticl^ 
39(I)Xsee also tlie reminder sent by Uie International Bureau witli Form PCT/EB/SOl). 1^^^ 

Where a translation of the intei-national application must be furnished to an elected Office, that translation 
must contain a translation of any annexes to tiie international preliminary examination report' It is the 
applicants wsponsibility to prepare and fuinish such translation du-ectly to each elected Office concerned. 

For further details on the applicable time limits and requu-emeuts of the elected Offices, see Volume n of the 
per Applicant's Guide. 



Name and mailing address of the I PEA/US 

Commuaioner of PutentB and Tradeinarks 
Box PCT 

Waiduiigton, DXL 80231 



Facsimile No. 



305-S3S0 



rized ofTicer 




ASIHWEN. 
T/l&phone No. (703) 30S-0196 




Form PCT/IPEA/416 (July 1992)* 



NT COOIPERATION TTOEAfP 

PCT 

INTERNATIONAL. PRELIMINARY EXAMINATION REPORT 
(PCT Article 36 and Rule 70) 



Applicant's or ag^ent's file reference 
RUTC 99-0048 


FOR FURTHER ACTION Notification of Transmittal of International 

Preliminary Examination Report (Form 

P^^I-ZIPP* / . . _ 


Internationa] application No. 


International filing date {day/month/year) 


Priority date (day/month/year) 


PCT/USOO/l57fiS 


08 JUNE 2000 


NONE 


International Patent Classification (IPC) 
Please See Supplemental Sheet. 


or national classification and IPC 




Applicant 

RUTGERS, THE STATE UNIVERSITY OF NEW JERSEY 



1. This international preliminary examination report has heen prepai-ed by this International Preliminary 
Examining Authority and is transmitted^ tlie applicant according to Article 36. 

2. This REPORT consists of a total of ^ sheets. 

□ This report is also accompanied by ANNEXES, ie^, sheets of tlie desciiption, claims andAir drawings which have 
been amended and are the basis for Uiis t^rt and/br sheets containing rectifications made before ttiis Authority, 
(see Bale 7ai6 and Section 607 of^ie Administiative Instnictions under tlie PCT). 

These annexes consist of a total of sheets. 

contains indications relating to the following items: 
Basis of the report 
Priority 

Non-establishment of report with regard to novelty, inventive step or industrial applicability 
Lack of xinity of invention 

Beasoncd statement imder Aiticle 35(2) witli itjgai-d to novelty, inventive step or industrial appUcability; 
citations and explanations sup^iorting such statement 

Gertain docoments cited 

C^artain defects in the international application 
Certain observations on the intemiitional application 



J 



Date of submission of the demand 
05 JANUARY 2001 


Date of completion of this report 
14 SEPTEMBER 2001 


Name and mailing address of the IPEA/US 

Commiasioner of FuteaU and Tradmnai-ka 
Box PCT 

^adiui^ton, D.GL &0231 
Facsimile No. (703) 3O5-3230 


^^HWrN MEI-rTA ^ 'p^ 
Tefephoiie No. (703) 30S-OI96 ^ 



Form PCT/IPEA/4.09 (cover sheet) (July 199S)* 



3. This report 

m □ 

IV □ 

V [xj 

m □ 
■vn [x] 
vni □ 




INTERNATIONAL PRELIMINARY EXAMINATION REPORT 



IntemStional application No. 
PCT/USOO/15783 



I. Basis of the report 



1. Wh K&ad to the elements of the tntemalional application:* 
I X I the international application as originally filed 
the description: 



pages 
pages 
pages 



1-27 



NONE 



_ , as originally filed 
filed with the demand 



NONE 



filed with the letter of 



I x| claims: 

pages 28-34 

pages NONE 

pages NONE 

pages NONE 



„™ . as origtnally filed 

as amended (together with any statement) under Article 19 
, filed with the demand 



filed with the letter of 



[ x| drawings: 

pages 

pages 



NONE 



„ , as originally filed 
filed with the demand 



pages 



NONE 



. filed with the letter of 



I x| the sequence listing part of the description: 

pages NONE 

pages NONE 

pages NONE 



, as originally filed 

, filed with the demand 



filed with the letter of 



2. With regard to the language, all the elements marked above were available or furnished to this Authori^ in the language in which 
the international application was fUed, unless otherwise indicated under this itemu 

These elements were available or furnished to this Authority in the following language which is: 

I I the language of a translation furnished for the purposes of international search (under Rule 23.1(b)). 
I I the language of publication of the international application (under Rule 48.3(b)). 

I I the language of the tran^ation furnished for the puiposcs of international preliminaiy examination (under Rules 55.2 and/ 
or 55.3). 

3. With regard to any nucleotide and/or amino acid sequence disclosed in the international application, the international 
preliminaiy examination was carried out on the basis of the sequence listing: 

□ contained in the international application in printed form. 

I I filed together with the international application in computer readable form. 

[ I furnished subsequently to this Authority in written form. 

I I furnished subsequently to this Authority in computer readable form. 

□ The statement that the subseauently furnished \vritten sequence listing does not go beyond the disclosure in the 
international application as filed has been furnished. 

I I The statement that the information recorded in computer readable form is identical to the writen sequence listing has 
' — ' been furnished. 

4 I x| The amendments have resulted in the cancellation of: 

CHI the description, pages NONE 

the claims, Nos. NONE 

the drawings, sheets/fig NONE 



5. I I This report has been drawn as if (some oO the amendments had not been made, since they have been considered to go 

beyond the disclosure as filed, as indicated in ihe Supplemental Box (Rule 70.2(c)).** 
* Replacement sheets which have been Jumished to ttte receiving Office in response to an invitation under Article 14 are referred to 
in this report as 'originalfy filed' and are not annexed to this report since ihey do not contain amendtneras (Rules 70.16 
and 70. 1 7). 

**/tnv replacement sheet containing such amendmenis must he referred to under item I and annexed to this report. 

Form PCT/IPEA/409 (Box I) (July 1998)* 



INTERNTATIONAXi PREUMINAKY EXAftDGVATION RETORT 



International application No. 
PCT/US00/IS783 



V. Reasoned statement under Article 35(2) with regard to novelty, inventive step or industrial applicability; 
citations and explanations supporting such statement 



1. statement 

Novelty (N) 



Claims i'39 



Claims NONE 



YES 
NO 



Inventive Step (IS) 



Claims NONE 



Claims 



YES 
NO 



Indnstrial Applical)ilit7 (I A) 



Claiuis »-3S 
Claims NONE 



YES 
NO 



2. citations and explanations (Bule 70.7) 

Oaims 1-32 lack an inventive step under POT Article SS(3) as being obvious over Kempin et al in view of Lyznik et al and 
Miao et al. 

Kempin et al teach a method to tarjret insertions into pre-determined locations in a genome via homologous- 
recombination and regeneration of transgenic plants(pages 802-803). 

Kempin et al do not teach use of a site-specific recombination system to remove genes from the target site. 

Lyznik et al teach use ot a site-specific recombination system to remove marker genes previously inserted into a 
genome (pages 3786~S787y 

Miao et al teach method to target insertions into pre-determined locations in a genome and sugg^est the application 
of negative selectable marker genes such as cytosine deaminase with Che system (pages 360-363). 

It would have been obvious and within the scope of one of ordinary skill in the art modify the method of homologous 
recombinacion-mediaCed targeted insertion of Kempin et al by using negative selection marker genes, as suggested by Miao et 
al. One may flank the marker gene with substrates sites for a site-specific recombinase to facilitate its removal, as taught by 
Lyznik et al, following selection of transformed plants. One may include a selectable marker gene in the traasformsLtioa 
construct, such that the target sequence is located between the promoter and the coding region, as taught by Lyznik et al. This 
configuration would obviously aid in screening for primary transformants^ as well as in screening for the homologous 
recombination event. One would be motivated to include further positive and selectable marker genes in the construct of 
Kempin et al, given the suggestion by Miao et a}. One would also obviously be motivated to use other types of positive and 
negative selection marker genes, such as the hpt gene of Lyznik et al. as is suitable for a particular application of the method. 



Claims 1-32 meet the criteria set out in PCT Article 33(2) and (+), because the prior art does not teach nucleic acid 
constructs useful for homologous recombination for targeted gene insertion, and comprising substrate sites for site-specific 
recombinases. (Continued on Supplemental Sheet.) 



Form PCT/IPEA/+09 (Box V) (July 1993)* 



INTEBNATIONAL PKEUMINAIIY EXAMINATION REPORT 



Inte^monal application No. 
PCT/USOO/ 15783 



Vn. Cenain defects in the international application 



The following defects in the form or contents of the Lntemaiional application have been noted: 

Qaims SI and SO are objected to under PCT Rule 66.2(a)(iii) as containing the following defect(s} in the form or contents 
thereof- the recitation "the one of the ONA substrates" is objected to. The recitation is awkward, and grammaticaJly incorrect. 
The word "the" should be removed from the recitation. 



Form PCT/IPEA/409 (Box VH) (July i998)* 



INTERNAHONAX. PRBIilMINAKY EXAiVUNATION REPOBT 



Incerif^Rnal application No. 
PCT/USOO/ 15783 



Supplemental Box 

(To be used when the space in any of the preceding boxes is not sufficient) 



Continuation oft Boxes I - Vm Sheet 10 



CLASSinCATION: 

The International Patent CUssification (IPC) and/or the National classincation are as listed below: 
IPC(7): C12N 5/04, 15/09. 15/63. 15/65. 15/82. 15/84. 15/87; AOIH 1/00. 5/00, 5/10 and US CI: 435/69.1, 320.1. 410. 
419, 468. 469; 800/278. 287. 288, 295. 298 

V. 2. REASONED STATEMENTS - CITATIONS AND EXPLANATIONS (Continued): 

The claims meet the industrial applicability of being useful for insertion of agronomically important genes into food crops. 
NEW CITATIONS 

KEMPIN ct al. Targeted Disruption In Arabidopsis. Nature. 23 October 1997, Vol. 389, pages 802-803. see whole document. 

LYZNIK ct al. FLP-Mcdiated Recombination Of FRT Sites In The Maize Genome. Nucl. Acids Res. 1996, Vol. 24. Ko. 19, 
pages 3784-3789, see pages 3784-3787. 

MIAO ct al. Targeted Disruption Of The TGA3 Locus In Arabidopsis thaliana. Plant J. 1995, Vol. 7, No. 2, pages 359-365, 
see whole document. 



Form PCT/IPEA/409 (Supplemental Box) (July 199S)* 



INTERNATIONAL SEARCH REPORT 



IntcmidoKUl applicatum No. 
PCTAJSOO/15783 



CLASSinCATION OF SUBJECT MATTER 
IPCC7) :C12N 5/04. 15/09. 15/63. 15/6S. 15/82, 15/84, 15/87; AOlH 1/00. 5/00, 5/10 
US CL :Please See Extn Sheet 
According to Intenutioiud Patent Cliiiificition (IPC) or to both naiioiul gl a w i fi ci rion ud IPC 



nELDS SEARCHED 



Minimum docnmrnlatinn •eaitfaed (cUMifkatina lyitem fonowed by duiificadon symbols) 
U.S. : 435/69.1, 320.1. 410. 419. 468, 469; 800/278, 287, 288, 295, 298 



Documeatatk>a teaiched other than I 



I doctnnentation to the ^ctcnt that such <k)ciiinents are iochideci in the fields searched 



Electmaie da&a base oontulced diuiag the infiemtCkMiil 
WEST, AGRICOLA CAPLUS, BIOSIS 



Bcucch (name of data base and, when practicable, seaxcb 



used) 



DOCIfMENTS CONSIDERED TO BE RELEVANT 



Cat^gosy* 



GtaliDa of document, with iodieatkm, wheie apprapriate, of the relevant passagca 



Relevant to claim No. 



SMITH et al. Charactcrization And Mapping Of Ds-GUS-T-DNA 
Lines For Targeted Insertional Mutagensis. Plant J. 1996, Vol. 10, 
No. 4, pages 721-732, especially pages 722-726, 728, 730, 731. 

SUNDARESAN ct al. Patterns Of Gene Action In Plant 
Development Revealed By Enhancer Trap And Gene Trap 
Transposable Elements. Genes Dev. 1995, Vol. 9, pages 1797-1810, 
especially pages 1798-1803. 

ENOKI et al. Ac As A Tool For The Functional Genomics Of Rice. 
Plant J. 1999, Vol. 19, No. 5, pages 605-613, especiaUy pages 610- 
612. 

WO 92/01370 Al (REGENT OF THE UNIVERSITY OF 
CALIFORNIA) 06 February 1992, page 24, line 31 to page 36, line 
15. 



1-32 



1-32 



1-32 
1-32 
1-32 



I I Puxtbcr documents are Ustcd in the 



of Box C. Q See patent family 
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Date oi the actual oon^klbii of the inCematioiial search 
23 AUGUST 2000 



Date of mailing of the international search rq»it 

IB SEP 7000 



Name and mailinc addiesa of the ISAAJS 
Cooiminioeer of Fatents sad Tfademaiks 

Box per 

WaihtngbM^ D.C 20231 
Facsimile No. (703) 305-3230 



Authorized officer 

ASHWINMl 
Telephone No. (703) 



(703) 30*0196 



Foim PCT;1SA/210 (second sheet) (July 1998)* 



INTERNATIONAL SEARCH REPORT 



Intcmatioml eppUcatbn No. 
PCT/USOO/15783 



A CLASSmCATION OF SUBJECT MATTER: 

USCL : 

43S/69.1. 320.1. 410, 419, 468. 469; 800/278, 287. 288. 29S. 298 



Ponn PGT/ISA/210 (extm ihcct) (July 1998)* 



